YTBEPXAEHO
npukasom denepasbHOro areHTCTBa
MO TEXHWYECKOMY PEerynnpoBaHuio

N MeTpPOsIorun
oT «28» ntona 2023 r. Ne 1519

Jinet Ne 1
PernctpaymoHHbiii Ne FTCO 12252-2023 Bcero nucros 3

OMMCAHWE TUNA CTAHOAPTHOIO OBPASLIA

CTAHIAPTHbI OBPA3ELL COCTABA JIXXO3AMULIMHA
(TMNC - Oxo3amuuymH)

HasHauyeHne cTaHfapTHOro o6pasya: KOHTPO/Nb TOYHOCTW Pe3yNbTaTOB W3MEPEHUN U
aTTectaumsa MeTOAMK MW3MEPEHWIn MaccOoBOM [0MM OCHOBHOrO BellecTBa B Cy6CTaHUMu
MKO3aMUUMHa, (apMaueBTUYECKMX npenapaTax W MaTepuanax, B COCTaB KOTOPbIX BXOAUT
AKO3aMULMH.

CTaHpapTHbIA 06paseL, MOXXeT UCNO0Nb30BaThCA ANS:

- YCTAHOB/IEHUS U KOHTPONA CTAOUABHOCTW FPagynpoBOYHON (KaMBpPOBOYHON) XapaKTePUCTUKN
CPeACTB W3MepeHuii npu COOTBETCTBMM METPONOTMYECKUX XapaKTepucTUK CTaHAApTHOrO
obpasua TpeboBaHNAM METOANKN N3MEPEHWNIA;

- KannbpoBKWM CPeACTB MW3MEpPEHWI A NpuW COOTBETCTBMM METPONOTMYECKUX XapaKTEPUCTUK
CTaHAapTHOro obpasua TpeboBaHUSM METOANKN KannbpoBKMU.

O6nacTn 3KOHOMUKM W cdepbl AeATeNbHOCTWU, A€ MNAaHUPYeTCs NPUMEHEHMEe CTaHAapTHOrO
obpasua: 3gpaBooxpaHeHue, hapMaLeBTUYecKas NPOMbILLNEHHOCTb, HAyYHble UCCIEA0BaHNS.

OnwncaHne cTaHAapTHOro obpasua: CTaHAapPTHbIA 06pasel, NpeAcTaBNsAeT cob6oi CyoCTaHUUI0
oxosamuumHa  ([(2S,3S,4R,6S)-6-[(2R,3S,4R,5R,6S)-6-[[(4R,5S,6S,7R,9R,10R,11E,13E,16R)-
4-acetyloxy-10-hydroxy-5-methoxy-9,16-dimethyl-2-0x0-7-(2-oxoethyl)-1-oxacyclohexadeca-
11,13-dien-6-ylJoxy]-4-(dimethylamino)-5-hydroxy-2-methyloxan-3-yl]Joxy-4-hydroxy-2,4-
dimethyloxan-3-yl]  3-methylbutanoate, @ Ca2HeaNO1s5), 6enblii  MAM  NOYTU  Genblii
KpUCTannnyeckuii NopoLlokK, pacgacoBaHHbIin No 150 mMr BoO pnakKoHbl U3 TEMHOTO CTeKNa MapKu
OC wnm OC-1 ¢ KpMMMOBbLIMW KpbllKaMu. Kaxgblii (nakoH cHabXaeTcsa 3TUKETKON U
nomMeLLaeTcs B MOAMITUNEHOBbIN NakeT.

®opma BbiNyCcKa: CepuitHoe NPOM3BOACTBO MEPUOANYECKN MOBTOPSIOLUMUCA NapTUSMU.

MeTponornyeckne xapakTepuCcTUKW: aTTeCTOBAHHAA XapaKTepucTMka - Maccoeas [ond
>Xo3aMuumnHa, %

Tab6nuuyal- HopmmpoBaHHbIE METPONOTNYECKNE XapPaKTEPUCTUKN

ATTecTyemMas HTepBan "paHuUbl gonyckaemblX Jlonyckaemble 3HaYeHUA
xapaKTepucTuka aﬂgggfg:aem:gx 3HaueHNIi a6CONOTHOIA abeonioTHol
3HaueHuit, % MorpeLwHocTyH pacLnpeHHOM
aTTecToBaHHOro HeomnpeLeneHHoCTH
3HayeHua CO aTrTecToBaHHOro
npu P=0,95, % 3HayeHuss CO U

(npu K=2 n npu P=0,95), %
MaccoBas gons
A 0T 80,0 70 93,0 +2,0 2,0
IKO3aMULHa
MpocneXxmBaeMoCTb aTrTeCTOBAaHHOr0 3Ha4YeHWs CTaHAApPTHOro obpasua K efuHuLe BeSIMUYMHbI
«MaccoBas [0N1s KOMMOHeHTa», Bocnpom3sogumon AT 208 MocyaapCTBEHHbIM MEPBUYHBIM
3TaflOHOM eAWHUL, MaccoBOW (MOMSAPHON) [AONM W MaccoBO (MONSIPHOI) KOHUEHTpAaLuUm



Cpok rogHocTu ak3emnnapa: lrog.

3HaAK YTBepXJeHWA Tuna: HAHOCAT nonurpauyeckMm cnocoboM B Mpasblii BEPXHUIA yron
nepsoro nncta nacnopta CO u B NpaBblii BEPXHUI yron aTUKeTkn CO yTBEPXAEHHOIO TMNA.

KoMNNeKTHOCTb CTaHAapTHOro o6pasua: ask3emnnsp CO B NOAM3TUIEHOBOM MNakeTe C
3TUKETKOMW ¥ nacnoptom CO yTBepXAEHHOro Tuna, ogopmneHHbiMun no FOCT P 8.691-2010
FCW. CtaHaapTHble 06pasubl maTepranos (BewecTs). Coaep)aHne NacnopToB M 3TUKETOK.

JOKyMeHTbI, ycTaHaBNMBat W me TpeboBaHNA K cTaHAapTHOMY obpasyy:

1 HanmeHoBaHMe M 0003HaYeHNE TEXHUYECKON JOKYMeHTaLuu, No KOTOPOR BbiNyLlEH
(6yneT BbiNnyCcKaTbCs) CTaHAAPTHbIN 06pasel:

- TexHu4eckoe 3afjaHue Ha pa3paboTKy cTaHAapTHOro o6pasua cocrasa mAxosamuynHa (FMAIC-
[xo3zamuunH), yteepxaeHHoe ®BY «TMC n HM» n 000 «HL,CO» 21.02.2023.

- CraHfapTHbli 06pasey cocTaBa [MKo3amuuyuHa. [lporpamMma MWCObITaHWA B Lensx
YTBEPXAEHUA TUNa, yTBepxaeHHas PIYT «BHUUM um. O.UN. MeHgeneesa» 07.06.2023.

- CTaHpapTHbIA o6pasel, cocTaBa [Xo3amuuuHa. [llporpamma WCNbITAHWIA CTaHAAPTHOrO
obpasua cepuiiHOro NPou3BOACTBA, yTBepXAeHHas ®PIYT «BHUUM um. O.UN. MeHpeneesa»,
®BY «TMNC n HM» n 000 «HLUCO» 07.06.2023.

2 HanmeHoBaHve 1 0603HayeHMe [LOKYMEHTOB, OMPefenarwmnx npuMeHeHne
cTaHfapTHbIX 06pa3yoB:

-FOCT ISO/IEC 17025-2019 «O6wme TpeboBaHUS K KOMMNETEHTHOCTU WCMbITaTe/IbHbIX W
KannbpoBOYHbIX NabopaTopuniny;

-FOCT P NCO 5725-1-2002 - TOCT P NCO 5725-6-2002 «ToO4YHOCTb (NPaBU/IbHOCTb K
Npeun3noHHOCTb) METOA0B U Pe3ynNbTaTOB N3MEPEHU;

- METOAMKN  WM3MEpPEeHUi MaccoBOM A0 [KO3aMUUMHA B Cy6CTaHUUM  4KO3aMULMHA,
NeKapCTBEHHbIX Mpenaparax U MaTepuanax, B COCTaB KOTOPbIX BXOAUT AXX03aMULMH.

3 MepuoAMYHOCTb aKTyanuMsauuum TeXHUYEeCKON [AOKYMeHTauuum Ha CcTaHAapTHbINA
o6pasel;: He pexke OAHOro pasa B NATb NiET.

Homep ak3emnnapa (naptuu), faTta BbiNycKa: NpeAcTaBneHa B Lefax YyTBEpPXAeHWs Tuna
cTaHfapTHoro obpasua naptva Ne 1, BeinyuweHHasa B uone 2023 r.

MpaBoo6nagatenb

defepanbHoe 6H0KETHOE yupexaeHne « oCyfapCTBEHHbIA UHCTUTYT IEKAPCTBEHHbLIX CPeAcTB
N Hagnexawnx npaktuk» (PbY «FJC n HIM»)

WHH 7705035037

FOpugnyecknin agpec M agpec (aKTUYECKOro MecTa OCYLEeCTBNEHUS  AesATeNbHOCTU:
119049, r. MockBa, JIeHUHCKWIA Np-KT, 4. 9

TenetoH: 8 (495) 676-43-60

E-mail: info@gilsinp.ru

Web-cainT: www.gilsinp.ru


mailto:info@gilsinp.ru
http://www.gilsinp.ru/

MpoussoauTtenu

degepanbHoe 6HOKETHOE yupexaeHne « oCyfapCTBEHHbIA UHCTUTYT IEKAPCTBEHHbLIX CPeAcTB
N Hagnexawnx npaktuk» (PbY «FJIC n HIM»)

WHH 7705035037

FOpugnyecknin  agpec ¥ agpec (akTUYecKOro MecTa OCYLWEeCTBNeHUS [esATeNlbHOCTU:
119049, r. MockBa, JIEeHUHCKWIA nNp-KT, 4. 9

TenedoH: 8 (495) 676-43-60

E-mail: info@gilsinp.ru

Web-cait: www.gilsinp.ru

O6uWEecTBO C OrpaHWYEHHON OTBETCTBEHHOCTbH «HalUMOHaNbHbIA LUEHTP CTaHAapPTHbIX
o6pasyoB» (000 «HL,CO»)

WHH 7727440590

FOpugnyeckuin agpec w  agpec (aKTUYeCKOro MecTa OCYLLEeCTBAEHUA  AeATeNlbHOCTU:
117186, r. MockBa, yn. HaropHas, a. 3A, aT. 4, nomeuw./kom. 1/24-34, 36

TeneoH: 8(495) 909-21-98

E-mail info@ncso.gilsinp.ru

Web-caiT: Huco.pgd

NcnbiTaTeNbHbIN LEHTP

defepanbHOe  roCyAapCTBEHHOE  YHWUTapHoe npeanpustue  «Bcepoccuinckuii - Hay4vHo-
nccnefoBaTenbCKUii MHCTUTYT MmeTponorun wumeHn O.N.MeHgeneeBa» (Pryn «BHUUM
nm. O.1.MeHpaeneesa»)

Appec mecTa HaxoxaeHus: 190005, r. CaHkT-IeTepbypr, MOCKOBCKWUIA Np-KT, 4. 19
KOpunandeckunii agpec: 190005, r. CaHkT-IMeTepbypr, MocKoBCKMin Np-KT, 4. 19

TenegoH: 8 (812) 251-76-01

E-mail: info@vniim.ru

Web-caint: www.vniim.ru

YHUKaNbHbIi HOMep 3anucu B peecTpe akkpeanToBaHHbIX nui Ne RA.RU.310494.
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